
510(K) SummaryNO

This summary of safety and effectiveness is provided as part of this Premarket Notification in compliance
with 21 CFR, Part 807, Subpart E, Section 807.92.

1) Submitter's name, address. telephone number, contact person:

SonoSite, Inc.
21919 30"' Drive SE
Bothell, WA 98021-3904

Corresponding Official: Scott E. Paulson
Sr. Regulatory Affairs Specialist

E-mail: Scott. Paulson~csonosite.com
Telephone: (425) 951-6926
Facsimile: (425) 491-8356
Date prepared: October 4, 2011

2) Name of the device, including the trade or proprietary name if applicable, the common or
usual name, and the classification name, if known:

Common/ Usual Name

Diagnostic Ultrasound System with Accessories

Proprietary Name

SonoSite EdgeTM Ultrasound System (subject to change)

Classification Names

Name FR Number Product Code

Ultrasonic Pulsed Doppler Imaging System 892.1550 90-IYN

Ultrasonic Pulsed Echo Imaging System 892.1560 90-IYO
Diagnostic Ultrasound Transducer 892.1570 90-ITX
Picture Archiving and Communications System 892.2050 LLZ

3) Identification of the predicate or legally marketed device:

SonoSite Maxx Series Ultrasound System K071 134 / K082098

4) Device Description:

The SonoSite Edge Ultrasound System is a portable laptop style, full featured, general purpose,
diagnostic ultrasound system used to acquire and display high-resolution, real-time ultrasound data
through multiple imaging modes. Edge is a custom fabricated digital electronic design that readily lends
itself to be configured for specific ultrasound imaging applications through different system feature
selections. Edge can operate on either battery or AC power.



5) Intended Use:

The intended uses of the SonoSite Edge Ultrasound System as defined by FDA guidance documents,

are:

Ophthalmic Adult Cephalic
Fetal - OB/GYN Trans-rectal
Abdominal Trans-vaginal
Intra-operative
(Abdominal organs and vascular) Musculo-skel. (Conventional)
Intra-operative (Neuro.) Musculo-skel. (Superficial)
Laparoscopic Cardiac Adult
Pediatric Cardiac Pediatric
Small Organ
(breast, thyroid, testicles, prostate) Trans-esophageal (card.)
Neonatal Cephalic Peripheral vessel

6) Technological Characteristics:

SonoSite Edge and Maxx Series Ultrasound Systems are both Track 3 devices that employ the same
fundamental scientific technology.

7) Determination of Substantial Equivalence:

Summary of Non-Clinical Tests:
The SonoSite Edge Ultrasound System has been evaluated for electrical, thermal, mechanical and EMC
safety. Additionally, cleaning/disinfection, biocompatibility, and acoustic output have been evaluated, and
the device has been found to conform to all applicable mandatory medical device safety standards. The
Edge system also complies with voluntary standards which are detailed in Table 1.1-1 and 1.1-2 of this
premarket submission. Assurance of quality was established by employing the following elements of
product development: System and Software Verification, Hardware Verification, Safety Compliance
Verification, Clinical Validation, Human Factors Validation. All patient contact materials are
biocompatible. Reports for these product development elements are referenced in Attachment 6.

Summary of Clinical Tests:
The SonoSite Edge Ultrasound System and transducers did not require clinical studies to support the
determination of substantial equivalence.

The SonoSite Maxx Series Ultrasound System is designed to comply with the following standards.

FDA Consensus Standards

Reference No. Title

AAMI/ANSI/ISO 10993-1 ISO 10993-1:2009, Biological evaluation of medical devices- Part 1: Evaluation and
testing

AAMI/ANSI/ISO 10993-5 ISO 10993-5:2009, Biological evaluation of medical devices--Part 5: Tests for In
Vitro cytotoxicity

AAMI/ANSI/ISO 10993-12 ISO 10993-12:2007, Biological evaluation of medical devices - Part 12: Sample
preparation and reference materials



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

.4. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Nov 1 5 2011
SonoSite, Inc.
%/ Mr. Mark Job
Responsible Third Party Official
Regulatoiy Technology Services LLC
1394 25"' Street NW
BUFFALO MN 55313

Re: K 113156
Trade/Device Name: SonoSite Edge TM Ultrasound System
Regulation Nuimber: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, LTX, and LLZ
Dated: October 25, 2011
Received: October 26, 2011

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, ot to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the SonoSite Edge TM Ultrasound System, as described in your prernarket notification:

Transducer Model Number

C8x/8-5 MHz HFL3Sx/13-6 MHz L38x/10-5 MHz
C I x/8-5 MHz HFL5Ox/15-6 MHz PlOx/8-4 MHz

D2x!2 MHz Dual Element ICTxI8-5 MHz .P2lx/5-l MHz
Circular Array L25x/13-6 MHz SLAx/ 13 -6 MHz
C6Ox/5-2 MHz L38xi/l0-5 MHz TEEx/8-3 MHz



If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations admrinistered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CFR Pant 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to littp://www.fda.uzov/AboutFDA/CentersOffices/CDRH/CDR-HOffices/ucml 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CER Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://wxvw.fda.gov/Medical Devices/Safety/ReportaProblem/default.htmi for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(301) 796-6881.

Sincerely yours,

Mary S. Pastel, Sc.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use Form

510(k) Number (if known): TBD jki3 5o

Device Name: SonoSite EdgeTM Ultrasound System

Indications for Use:

The SonoSite Edge Ultrasound System is a general purpose ultrasound system intended for use by a
qualified physician for evaluation by ultrasound imaging or fluid flow analysis of the human body. Specific
clinical applications and exam types include: Ophthalmic, Fetal - OB/GYN, Abdominal, lntraolperative
(abdominal organs and vascular), Intra-operative (Neuro.), Pediatric, Small Organ (breast, thyroid, testicle,
prostate), Neonatal Cephalic, Adult Cephalic, Trans-Rectal, Trans-Vaginal, Musculo-skeletal
(Conventional), Musculo-skeletal (Superficial), Cardiac Adult, Cardiac Pediatric, Trans-esophageal
(cardiac), Peripheral Vessel.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CER 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence bf CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Dvson Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k) )i-ss Co

Page 1 of 1



Table 1.3-1 Diagnostic Ultrasound Indications for Use Form - SonoSite Edge TM Ultrasound
System

System: SonoSite Edge TM Ultrasound System
Transducer: N/A
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as

follows:
Clinical Application Mode of 0peration

Color Combined Other
________________ B Ni PWD CWD Doppler (Spec.) (Spec.)

B+M; Bi-PWD;
Ophthalmic N N N N B-FCD Note 1

B-i-N B+PWD;
Fetal N N N N B+CD Notel1

B+M; B+PWD;
Abdominal N N N N N B+CWD; B+CD Note 1

Intrag-operative (Abdominal B+M; B+PWD;
organs and vascular) N N N _____ N B-iCD Note 1

B-i-Ni B'+PWD;
Intra-operative (Neuro.) N N N _____ N B-iCD Note 1

Laparoscopic
B+M; B+PWD;

Pediatric N N N N N B-iCWD; B+CD Note 1
Small Organ (breast,thyroid, B-i-N; B-IPWD;

testicles, prostate) N N N N B+CD Note 1
B+M; B+PWD;

Neonatal Cephalic N N N N B-iCD Note 1
B+M; B+PWD;

Adult Cephalic N N N N I B+CD Note 1
B+M; B-iPWD;

Trans-rectal N N N N B-iCD Note 1
BI-N; B-iPWD;

Trans-vaginal IN N N _____ N B-'CD Note 1
Trans-urethral

Trans-esoph. (non-Card,) ______

B+M; B+PWD;
Musculo-skel. (Convent.) N N N N B-iCD Note 1

B+Ni; B-IPWD;
Musculo-skel. (Superfic.) N N N N BI-CO Note 1

lntra-luniinal
Other (spec.)

B-i-N; B+P WD;
Cardiac Adult N N N N N B-'CWD; B-iCD Note 1

B+M; B+PWD;
Cardiac Pediatric N N N N N B+CWD; B-iCD Note 1

B-iM; B-iPWD;
Trans-esophageal (card.) N N NN N B+CWD; Ri-CD Note 1

Other (spec.)
B+M; B+PWD;

Peripheral vessel N N N _____ N RI-CD Note 1
Other_(spec.) __________________________________

N= new indication; P= previously cleared by FDA; E= added under this appendix
Additional Comments:
Note 1: oter inicludes color poer Doppler. combined B and cotor power Doppler, tissue harmonic imaging. fnl imaging. SonoMBIMBe compound imaging, tissue Doppler imaging (TDt).
color TDt, and imaging for guidance of biopsy. Color Doppler inclujdes velocity color Doppler. Color Doppler can be combined With any imaging mode. Includes imaging to assist in tec placement
of needles and catheters in vascular or other anatomical structures and imaging guidance for peripheral nerve block procedures. Includes imaging of spinal cord to provide guidance for certtral
nrere block procedures. Ircludet picture archiving, communications and storage functionality. M-Mode includes color M-Mdl

Prescription Use (Per 21 CFR 801.109)

(ision siign-i
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K I11)(1



Table 1.3-2 Diagnostic Ultrasound Indications for Use Form - C~xI8-5 Transducer

System: SonoSite EdgeM Ultrasound System
Transducer: C~xIB-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

body as follows:
Clinical Application Mode of Operation.

Color Combined Other
B M PWVD CWD Dopplr (Spec.) pe

Ophthalmic
.Fetal P P .P p B+M; B+PWD; B+CD Note 1

Abdominal
rintra-operative (Abdominal organs and vascular)

Intra-operative (Neuro.)
Laparoscopic

Pediatric
SmallOrgan_(breast, thyroid,_testicles_prostate) I_______________________I __________

Neonatal Cephalic
Adult Cephalic

Trans-rectal P P P P B+M; Bi-PWD; B+CD Note 1
Trans-vaginal P p p P BlM B+PWD; B-GD Note 1
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)I I
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)

Other_(spec.) ______ ________________

N= new indication; P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler, tissue harmonic imaging, SonoHD imaging, SonoMB/MBe compound imaging.
tissue Doppler imaging (T01), imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures.
Color Doppler Indces velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes color M-Mode

All items marked "P'were previously cleared In 510(k) K071134 and K082098.

Prescription Use (Per 21 CFR 801. 109)

Office of In Vitr Diagnotti geyS§ !y.aion and safety

610K t)V C
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Table 1.3-3 Diagnostic Ultrasound Indications for Use Form - Cll x/8-5 Transducer

Sysem:Sonoi Edge TM Ultrasound System
Transducer. C1 l x/8-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

-human body as follows:
Clinial A plictionMode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic ________ ____________I________________________________________

Fetal

B+M; 8+PWVD; 8+CWD;
Abdominal P P P P P B+CD Note 1
Intra-operative (Abdominal orasadvsua) P P P P Bt-M; B'-PWD; 8+00 Note 1
Intra-operative (Neuro.) _P P- P - P 84-NI 8+PWD; 8+00 Note 1
Laparoscopic

Bi-M; B-FPWD; B+CWD;
Pediatric P P P P P St-CD Note 1
Small Organ (breast, thyroidtesticles, prostate) ___________________

Neonatal Cephalic P P P P B+M; B+PWD, 8+00 Note 1
Adult Cephalic
Trans-rectal
Trans-vaginal 

____

Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic,) ____

ntra-lu mi nal I _____

Other (Spec.)
Cardiac Adult

B-FM; B+PWD; B+CWD;
Cardiac Pediatric P P +00 Note1
Trans-esophageal (card.)____
Other (Spec.)
Peripheral vessel P B+SPWO; 6+00 Note 1
Other_(Spec.) pi p_______________

N= new indication; P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler, tissue harmonic imaging, SonoH-D2 imaging. SonoMB/MBe compound imaging,
tissue Doppler imaging (TDl). imaging guidance for peripheral nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles
and catheters in vascular or other anatomical structures, Color Doppler includes velocity color Doppler, Color Doppler can be combined with any imaging mode. M-
Mode includes color M-Mda

All items marked 'P were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFP 801,.l09)

(Division Sign-off)
Division of Radiological Devices

office of in Vitro Diagnostic Device Evaluation and Safety

510K k 3s
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Table 1.3-4 Diagnostic Ultrasound Indications for Use Form - D2xI2 Transducer

System: SorioSite Edg "T Ultrasound System
Transducer: D2x!2 MHz Dual Element Circular Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

____________________________body as follows:

Clinical Application ____ Mode of Operation
Color Combined Other

B M PWD CWD Dope (Sec.) (Spec.)
Ophthalmic

Fetal
Abdominal

Intra-oiperative (Abdominal organs and vascular)
Intra-operative, (Neuro.)

Laparoscopic
Pediatric

Small Organ (breast, thyroid, testicles. prostate)
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult ___P

Cardiac Pediatric ____ P _______ ______

Trans-esophageal (card.)
Other (spec.)

Peripheral vessel
Other (spec.)_____

N= new indication; P= previously cleared by FDA; E= added underFthis appendix

Additional Comments:

AllI items mrarked "P" were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

Division Sipn-utt) I
Division of Radiological oevcus

Office of in vitro Diflgnostic Device Evaluation and Safety

Page 63 of 3239



Table 1.3-5 Diagnostic Ultrasound Indications for Use Form - C6OxI5-2 Transducer

System: _ SonoSite EdgeTM Ultrasound System
Transducer: 060x15-2 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

body as follows:
Clinical Application M__ Mode of Operation

Color Combined Other
8 M PWD CWVD Doppler (Spec.)(Se.

Ophthalmic
Fetal P P P P B+M; B+PWOD; B+CO Note 1

Abdominal P P P P S+M; S+PWO; B+CD -Note 1
Intraf-operative (Abdominal organs and vascular) P P P P B-+M: S+PWD: B+CD *Note 1

Intrat-operative (Neuro.)
Laparoscopic

Pediatric P P I P IP B4-M; S+PWO B+CD Note 1
Small Organ (breast, thyroid, testicles, prostate) __

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginat
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.) P P P _ __ P B*M; S+PWO; B+C0 Note 1
Musculo-skel. (Superflc.)I I

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other_(spec.) ___ ______

Peripheral vessel P P P P B+M; B+PWD; B-rCD Note 1
Other (Spec.)

N= new indicaton: P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler, tissue harnmonicinmaging, 5onoHD2 imaging, SonoMB/MBe cornpound imaging,
tissue Doppler imaging (TDI). imaging guidance for peripheral nerve block procedures, imaging of spinal cord to provide guidance for central nerve block procedures,
imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures, Color Doppler includes
velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes color M-Mode.

All items marked "P" were previously cleared in 510(k) K071 134.

Prescription Use (Per 21 CFR 801,109)

7 (Division inO

Division of Radiological OevicS
Office of in Vito Diagnostic Device Evaluation andi Safety

I10 /YDsc
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Table 1.3-6 Diagnostic Ultrasound Indications for Use Form - HFL38xI13-6 Transducer
System: SonoSite EdgeTM Ultrasound System
Transducer: HFL38x/13-6 MHz Transducer
intended Use. Diagnostic ultrasound imaging or fluid flow analysis of the human

__________________________--body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWVD CWVD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

Abdominal P P P P 81-N: B-lPWVD 1B+CD Note 1
Intra-operative (Abdominal organs and vascular) P p p p B-*M; Bl-PWD; B+CD Note 1

Intra-oiperative (Neuro.)
Laparoscopic 

_____

Pediatric P P P _ __ P B-+M; B+PWD; B-iCD Note 1
Small Organ (breast, tyroid, testicles, prostate) P P PP 8+M; B-iPWVD; B-iCD Note 1

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.) P P P P B-i-N; B+PWD; B+CD Note 1
Musculo-slkel. (Superfic.) P P P _ __ P B-tM; B+PWD; B-iCD Note 1

Intra-lumninal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel P P B+M; Bi-PWD; B-iCD Note 1

Other (spec.) _____________ ______

N= new indication: P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler, tissue harmonic imaging, 5onoHD2 imaging, SonoMS/Mee compound imaging,tissue Doppler imaging (TDt), imaging guidance for periphleral nerve block procedures, imaging of spinal cord to provide guidance for central nerve block procedures,
imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes
velocity color Doppler, Color Doppler can be combined with any imaging mode, M.Mode includes color M-Mode.

All items marked "P" were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

it

(Divisin Sign.O ffj

Division of Radiological Devices
Office o in Vitro Diagnostic Device Evaluation and Safety

510KAXu2/5c
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Table 1.3-7 Diagnostic Ultrasound Indications for Use Form - HFL5Ox/15-6 Transducer
System: SonoSite EdgeTM Ultrasound System
Transducer: HEL5Ox/1 5-6 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

_____________________________ body as follows:

Clinical Application Mode of Operation _ __

Color Combined Other
________________________ B M PWVD CWVD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

Abdominal P P P P B+M B+PWD; Ri-CD Note 1
Intra-operative (Abdominal organs and vascular) P P p1p B+M; B+PWD; B-iCD Note 1

Intra-operative (Neuro,)
Laparoscopic

Pediatric p p l P B+M:l B+PWVD: 8+CD Note 1
S-mall Organ (breast, thyroid, testicles, prostate) P P P P B-iM; B-'PWVD; B-iCD Note 1

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.) P P P P B±Mvl B+PWD; B-iCD Note 1
Musculo-skel. (Superfic.) P P Plp B-lM; B+PWD;, B+CD Note 1

Intra-lunilal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel P P P P B+M; B-iPWVD; B-iCD INot

N= new indication; P= previously cleared by F DA; E= de ne this appendix

Additional Comments:
Note 1: Other includes color power Doppler combined B and color power Doppler tissue harmonic imaging, SonoHD2 imaging. SonoMB/Mee compound imaging,
tissue Doppler imaging (TDI), imaging guidance for peripheral nerve block procedures, imaging of spinal cord to provide guidance for central nerve block procedures,imaging for guidance of biopsy and imaging to assist in theiplacement of needles and catheters in vascular or other anatomical stnuctures. Color Doppler includes
velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes color M-Mode.

All items marked P" were previously cleared in 510(k) KO0l1134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

Office of in Vitro Diagnostic Deivice Evaluation and safety
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Table 1.3- 8 Diagnostic Ultrasound Indications for Use Form - ICTxI8-5 Transducer

System: -SonoSite EdgeTM Ultrasound System
Transducer: ICTxI8-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

body as follows:
Clinical Application M_ M de of Operation

Color Combined Other
B Mi PWVD CWD Doppler (Spec.) (Spec._

Ophthalmic
Fetal P P P _ __ p B+M; B4-PWD; R'CD Note 1

Abdominal
Intra-operative (Abdominal organs and vascular)

Intra-operative (Neuro.)
Laparoscopic

PediatricI I
Small Organ (breast, thyroid, testicles, prostate)

Neonatal Cephalic I_______________ ___________

Adult Cephalic
Trans-rectal P P P P B+M; B+PWD; B-tCD Note 1

Trans-vaginal P P P p Bi-M; B+PWVD; B4-CD Note 1
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)I I

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.) ____ ____________________

Other (spec.)
Peripheral vessel

Other (spec.) ____________________ _____

N= new indication: P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler, tissue harmonic imaging, SonoHD2 imaging, SonoMB/M Be compound imaging,
tissue Doppler imaging (T101), imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures.
Color Doppler includea velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes color M-Mode.

All items marked 'P' were previously cleared in 510(lk) K071134.

Prescription Use (Per 21 CFR 801 109)

(Division sign-off) r
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K ki 5
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Table 1.3- 9 Diagnostic Ultrasound Indlica tions for Use Form - L25xI1 3-6 Transducer
System: SonoSite Edge TM Ultrasound System
Transducer:. _L25x/1 3-6 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

body as follows:
Clinical Application Modle of 0peration

Color Combined Other
B M PWVD CWVD Doppler (Spec.) (Spec.)

Ophthalmic P P P B3+M0; E+CO Note 1
Fetal

Abdominal P P _ ______ P B+M; Ba-CD Note 1
Intra-operative (Abdominal organs and

vascular) P P __ _ ___ P B+M; B+CD Note 1
Intra-operative (Neuro.)

LaparoscopicI
Pediatric P P _ __ P B+M; B+CWVD; 84CD Note 1

Small Organ (breast, thyroid, testicles, prostate) P P P B+M; B+CD Not 1
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vagi nal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel, (Convent.) P P P Bi-M; B'-CD Note 1
Musculo-skel. (Superfic.) P P P I B+M; ;B'CD Note I

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel P P P B+M; 8+CD Note 1

Other (spec.)
_N= newv indication; P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler combined B and color power Doppler tissue harmonic imaging, SonoHD2 imaging. SonoMs/Mee compound imaging,
tissue Doppler imaging ITDI), imaging guidance for peripheral nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles
and cateters in vascular or other anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can be combined with, any imaging mode. M-
Mode includes color M-Mode.

All items marked "P" were previously cleared in 510(k) K(071134 and K(082098.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-off)
Division of Radiological Devices

off ice oflin Vitro Diagnostic Dvice Evaluation and Safety

510K.N /'sC
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Table 1.3- 10 Diagnostic Ultrasound Indications for Use Form - L3Sxi/10-5 Transducer

System: SonoSite Edge " Ultrasound System
Transducer: L38xi/1O-5 MHz Transducer

Inended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application _ _ Mode of Operation
Color Combined Other

B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic ____ ____

Fetal
Abdominal N IN N N Bt-M: B+PWD; B+CD Note 1

Intra-operative (Abdominal organs and vascular) N N N N B+M; B+PWD; B+CD Note 1
Intra-operative (Neuro.)

Laparoscopic
Pediatric N N N ____ N B+M; B+PWD; B+CD Note 1

Small Organ (breast, thyroid, testicles, prostate) N N N _ __ N B+M; B+PWD; B+CD Note 1
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)I II
Musculo-skel. (Convent.) IN N IN N B+M; B+PWJD; B+CD Note 1
Musculo-skel. (Superfic.) N N IN IN B+M; E+PWD; E+CD Note 1

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel IN IN N _ __ N B+M; B+PWD; B*CO Note 1

Other (spec.) __________ I_______________________

Nnew indication: P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined Q and color power Doppler, tissue harmonic imaging, 5onoHD2 imaging, 5onoMB/MBe compound Imaging,
tissue Doppler imaging (TDI), imaging guidance for peripheral nerve block procedures, imaging of spinal cord to provide guidance for central nerve block procedures.
imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes
velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes color M-Mode.

Prescription Use (Per 21 CFR 801.109)

Divisiko fRadiological Devices
Office Of In Vitro Diagostic Device Evaluation and Safety

510K ~/3'10



Table 1.3- 11 Diagnostic Ultrasound Indications for Use Form - L3Bx/1O-5 Transducer

System: SonoSite Edge " Ultrasound System
Transducer: L3Sx/1O-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWVD CWD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

Abdominal P P P P B'-M; B+PWVD; B-iCD Note 1
Intra-operative (Abdominal organs and vascular) P P P P B+M: B+PWVD; B+CD Note 1

ntra-operative (Neujro.)
Laparoscopic

Pediatric P P P P B-iM; B-iPWVD: B+CD Note 1
Small Organ (breast, thyroid, testicles. prostate) P P P P B'-M; B'-PWD; B-iCD Note I

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-sil (Convent.) P P P P B+M, B+PWVD, B-ICD Note 1
Musculo-skel. (Superfic.) P P P P Bi-M; B-iPWVD; B+CD Note 1

Intra-luminal
Other (Spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.) ________________

Other (Spec.) ] P BM +VD +D NtPeripheral vessel P PP BM;B WDB+D Nt1
Other (spec.) ____ ____________________________

N= new indication: P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler. tissue harmonic imaging, SonoHD2 imaging. SonoMBMi compound imaging.
tissue Doppler imaging (TDI), imaging guidance for peripheral nerve block procedures, imaging of spinal cord to provide guidance for central nerve block procedures,
imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures, Color Doppler includes
velocity color Doppler. Color Doppler can be combined widi any imaging mode. M-Modle includes color M-Mode.

All items marked "P" were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-off)I
Division of Radilogical Devices

Office of in Vitro Diagnostic Device Evaluation and Safety

510K //35c
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Table 1.3- 12 Diagnostic Ultrasound Indications for Use Form - Pl0xJ8-4 Transducer

System: SonoSite Edge TM Ultrasound System
Transducer: PlOx/8-4 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application _ _ Mode of Operation

Color Combined Other
_________________________B M PWVD CWD Doppler (Spec.) (Spec.)

Ophthalmic P P P P B3+M;l B+PWD; B+CD Note 1
B+M; B+PWD

Fetal P P P P B+CD Notel1
Abdominal P P P P P 3+M; B+PWD; B+CWD; B+CD Note 1

B+M:4 B+PWD
Intra-operative (Abdominal organs and Vascular) P P P P B+CD Note 1

Intra-operative (Neuro.) P P P P . B-iM; B+PWD; B+CD Note 1
Laparoscopic

Pediatric P P P. P B+M; B+PWD Note 1
B+M; B+PWD

Small Organ (breast, thyroid, testicles, prostate) P P P P B+CD Note 1
B'-N1 B+PWD

Neonatal Cephalic P P P ____ P . +CD Note 1
Adult Cephalic P P P _ _ P B+M; B+PWD; 8+CD Note 1

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD

Musculo-skel. (Convent.) P P P _ _ P B+CD Note 1
Musculo-skel. (Superfic.)

-Intra-liuminal

Other (spec.)
Cardiac Adult P P P P P B+M; B+PWVD; B+CWD; B+CD Note 1

Cardiac Pediatric P P P P P B-'M; B+PWD; B+CWD; B+CD Note 1
Trans-esophageal (card.) ____ _______________ ____

Other (Spec.)
Peripheral vessel P P P _ _ P B+M; B*PWVD; B+CD Note 1

Other (spec.) ________ 1____ _____________________

N= new indication; P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined Band color power Doppler, tissue harmonic imaging. 5onoHD2 imaging, SonoMSJM Be compound imaging.
tissue Doppler imaging (TDt), color TOI. imaging guidance for peripheral nerve block procedures, imaging for guidance of bioipsy and imaging to assist in the placement
of needles and catieters in vascular or other anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging
mode. M-Mode includes color h-Mode.

All items marked "P" were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-off)
Division of Radiological Devices

Office f in Vitro Diagnostic Device Evaluation and Safety
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Table 1.3- 13 Diagnostic Ultrasound Indications for Use Form - P21xJ5-1 Transducer

IS stem: SonoSite EdgeTM Ultrasound System
Transducer: P2lx/5-1 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinicai Application Mode of Operation

Color Combined Other
_______________________B M PWVD CWD Doppler (Spec.) (Spec.)

Ophthalmic p p P P B+M, B+PWVD; B+CD Note 1
E-M; B+PWD

Fetal p p P. p B+-tD Note 1
Abdominal p pT P P P B+M; B+PWD; B+CWVD; B+CD Note 1

B-M; Bi-PWDIntra-operative (Abdominal organs and vascular) P P p p BA-CD Note 1
Intra-operative (Neuro.)

Laparoscopic
Pediatric p p P p B+M, BA-PWD Note 1

B+M; B+PWD
Small Organ (breast, thyroid, testicles, prostate) P P p p B+CD Note 1

B+~M; B-IPWD
Neonatal Cephalic p p p p B.CD Note 1

Adult Cephalic P P P P B'-M; Bi-PWD: Bi-CO Note 1
Trans-reca

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B-PWOD

Musculo-skel. (Convent.) P P p ____ p +CD Note 1
Musculo-skel. (Superfic.) P

Intra-luminal
Other (spec )
Cardiac Adult P P P P P B+M; E+PWD; B+CWVD; B+CD Note 1

Cardiac Pediatric p p p p P B+M; B'-PWD; B+CVWD; B+CD Note 1
Trans-esophageal (card.) 

____

Other (spe)
Peripheral vessel PP PP B+M; B+PWD; B+CD Note 1

Other (spec.) _______________________________

N = new indication; P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler. combined Band color power Doppler tissue harmonic imaging, 5onoHD2 imaging, SonoMBYM Be compound imaging,
tissue Doppler imaging (Ton), color TDt, imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other an atom ical
structures, Color Doppler includes velocity color Doppler. Cotor Doppler can be combined with any imaging mode, M-Mode includes color M-Moda.

All items marked "P" were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Divton Sln-0fi)Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

5I0K_ L G
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Table 1.3- 14 Diagnostic Ultrasound Indicatians for Use Form - SLAx/1 3-6 Transducer

System: -SaneSite EdgeTM Ultrasound System
Transducer: SLAx/1 3-6 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

__________________________--body as follows:

Clinical Application Mode of Operation
Color Combined Other

B M PWD OWO Doppler (Spen.) (Spec.
Ophthalmic P P p p 13-10; B+PWD; B+CD Note 1

Fetal
Abdominal

Intra-operative (Abdominal organs and vascular) P p p p B-M; Bt-PWD B4-CD Note 1
Intra-operative (Neuro.) P P p p B+M; B+PWVD; , C Note 1

Laparoscopic
Pediatric P P P p S+M; B+PWJD; B+CD Note 1

Small Organ (breast, thyroid, testicles, prostate) - P I P P p B+M; B+PWD; B+CD Note 1
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent,) P P p p Bl-M; B±PWD; R'-CD Note 1
Musculo-skel. (Superic.) P P P p B4-M; B+PWO; Si-CD Note 1

Iritra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric _________

Trans-esophageal (card.) _____

Other (spec.)
PeipealvsslP P P _ __ P B+M; B+PWD; B+CD Note 1

Other_(spec.) ____

N= new indication; P= previously cleared by FDA: E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler. combined B and color power Doppler, tissue harmonic imaging, SonoHO2 imaging, SonoMB/M Be won pound imaging.
tissue Doppler imaging (TO]), imaging guidance for peripheral nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles
and catheters in vascular or other anatomical structures, Color Doppler includes ve[ocity color Doppler. Color Doppler can be combined with any imaging mode. --
Mode includes color M-Mode.

All items marked 'P" were previously cleared in 510(k) K(071134 and K(082098.

Prescription Use (Per 21 CFR 801.109)

piio nsto ig--ra
Division of Radiological Devices

office of In Vitro Diagnostic Device Evaluation ard Safety

610K K1 z
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Table 1.3- 15 Diagnostic Ultrasound Indications for Use Form - TEExIS-3 Transducer

System: SonoSite Edge TM  Ultrasound System
Transducer: TEEx/8-3 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application Mode of Operation

Color Combined Other
________________________B M PWD CWD Doppler (Spec. (Spec.)

Ophthalmic
Fetal

Abdominal ___ ____________________

Intra-oiperative (Abdominal organs and vascular) _____ ________ _________________ ____

Intra-operative (Neuro.).
Laparoscopic

Pediatric
Small Organ (breast, thyroid, testicles, prostate)

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-ske. (Convent.)
Musculo-skel. (Superfic.)

Intra-lurninal
Other (spec.)
CardiacAdult ___________________

Cardiac Pediatric
Trans-esophageal (card.) P P P P P B-M; B±PWD: B+CWD; B+CD Note I

Other (spec.)
Peripheral vessel ______ ________

Other_(Spec.) I _________I ___

N=newv indication; P= previously cleared by FDA; E= added under this appendix

Additional Comments:
Note 1: Other includes color power Doppler, combined B and color power Doppler, tissue harmonic imaging, SonoHD2 imaging. SonoMB/Be compound imaging,
tissue Doppler imaging (TDI), color TD], imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical
structures, Color Doppler includes velocity color Doppler, Color Doppler can be combined with any imaging mode. M-Mode includes color M- Mode.

All items marked "P were previously clea red in 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

Division of Radiological Devices
Office of In Vitto Diagnostic Device Evaluation and Safety

510K /<1i3 I5c,
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